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atufuiaed oo Wazatuiiuifiu (The Seventeenth Edition of The Japanese Pharmacopoeia
and Supplements; JPoo) TUsALUUA LU LAY SUTIYE195
<o F nished product specrf'catlon o.c% Sodlum chloride Solution ®@oo mL (USPa:cn)

y *ua Test items SRR L : Specnf’ cations
Gl _‘ Identifi ggtﬁlppw LN Ml | m’mmumu finished product specn° catlon
® | Assay : cx@': o - @o&.0% of the labeled amount of
‘ Sodium chloride

@ | pH Eodee e T
@ | Sterility ATV AW finished product specification |
& | Bacterial endotoxins NMT o.& EU/mL (UPS Endotoxin Unit/mL |
I | of Sodium Chloride)
o | Iron | NMT lo ppm

o | Heavy metals ' NMT o.coe%, based on the amount of
» %
{ | NaCl

& | Particulate matter
- A 2 @0 um. il be auymA/mL mswmumu finished product specification
-9 > o pm BilAY m pyne/mL mnmumu finished product specification

ofb Drug substance specification: Sodium Chlorlde (USPem)

ﬂa Test items g Specifi ications
?

® | Identnf‘ cation ‘
' -Sodium -Meet the requirements
-Chloride -The precipitate dissolves easily with
 the possible exception of few large

i pa_rticles, whichrdissolves more slowly |
) i Assay [ .0 - ®00.¢% of NaCl

o | Aluminum ' The fluorescence of the Sample

| solution does not exceed that of the

Standard solution (o.lo ppm)

[ Arsenic } | Not more than @ ppm

' Barium Any opalescence in the test solution

is not more intense than that in the

 reference solution

S |

- Ferrocyanides g No blue color develops in @o min.

' lodides ' No blue color is observed

' Iron | After & min, any pink color in the
OAL“ ............ Uszsunssums S .. S T s R {11 | ) W NITUNS
(Weyey o) (919350 Y sn) (At WWeney)
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f Sample solution is not more intense
 than that from the Standard solution
(NMT © ppm)

' Limit of bromides The absorbance of the Sample

i
:
|
| solution is not greater than that of the |
|
| Standard solution (NMT eco ppm)

{

i

Limit of phosphates Any color in the Sample solution is
? ' not more intense than that in the

| | Standard solution

(NMT sEppm) - - e
errt of potassrum : ‘ Not more than ctoo ppm ST

Magnesrum and alkaline earth metals E ' The volume of o.0e M edetate

BN s
]; disodium consumed in the second

r titration does not exceed v.¢ ml

i
{

 (NMT @00 ppm, calculated as Ca)
' Nitrites | = Absorbance is NMT o.0e

Sulfate ' Any opalescence produced in the

' Sample solution

; i after & min standing is NMT that
produced in

the Standard solution (woo ppm)

& | Specific test

Soldtion c}lear‘ar)d colorless

|
|
[
+
|
|
|
|
|
|

‘Appearance of solutron

- Acidity or alkalinity ' NMT o.& mL of o.0e N hydrochloric
* ;acid or o.oe N sodium hydroxide is
f ; required to change the color of this
. e solution
| Loss on drying . ' NMT 0.¢%
& Sterility test ; ‘ Sterile
>} Bacterial Endotoxin Test NMT o.& USP Endotoxm Unit/mL
NUBLAA

- * #hdie Dissolution, Content uniformity uag Uniformity of dosage units TWluulenans
a a ¢ av v v a Y
WAMITITALIBEANANTRTIINATIEY windlsudeseazideandusiaviilulu coa
aa v ) : a ¢ vl
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- Drug substance specification wmsmmn'lmmswwamam drug substance %38 lu

uﬂs']m drug substance vaNARYEUTIFU auu'lﬂauwua mumsmﬂmmﬁmmuwn
videiifvun
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€.0.0.m 'lunszﬁﬁnﬁumﬁﬁm%‘aé"aL?’J’wmmnmws"mﬂ (Ve.e)
&0l 'lummawuw"mau Mt.o Y38 t.o vesenliauesia wisuneasdeardensmuny
ﬂﬂmwwmaawamnmmmumuwvmau (finished product specification) LLauﬂJamMuﬂﬂmmw
Y89IMQAU (drug substance specification) nmmaQiumwmitﬂaauuﬂamrﬂmwumu
zAvuUIENaIINSVELAlY (8.¢) umieu finished product specification Way/w3e
drug substance specification lagsunluneuiuusenialseninsiaBidnvsetinduas
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La¥ISMsARlUNIKAREY PIC/S (Pharmaceutical Inspection Co-operation Scheme) o
U89 PIC/S participating authorities %3® ﬁL’e)ﬂa’l'i%"lﬁa\‘m'lmﬁ’lurrlwamEJ’W\'\:J
naNNUIILAITNSTATUNINERE1YEIA T NITUAMLENTIUNITBMITHATE NTENTIS
as1saugy Ferimuatulneiinuaenadsuaziniioufundninast uagdsmsantunsnan
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UszniAuszmesimdidnnseling
¢loo nsdimfugnindrandcszma {uandesdiionarsuseaninsgiunisndneiniu
wdnineiuazisn1snlunisuanen PIC/S  (Pharmaceutical  Inspection Co-operation
Scheme) lagwiaga1u PIC/S participating authorities atuaganuseun1snsivasulaeil
Han1ssusetiviulseniAusemasimdidnnseind wisegnasadn udusnsd
&o LBNEANTANNMYBILTLAUDTIAN
&a.e HANIATIVIATIRVRUNNNENTied1593UveNEn (certificate of analysis of
finished product) Tugniuiidausaeeng
Ealo NANMINTIVIATIEAUANINQAUVBIRILEATY (certificate of analysis of drug
substance) llunswanequiidadusesnafwesfidneuazenaningiu
&.an.on LBNANTVIONENFIUTUTUALFURNUTTENTNFUNITNENVDITRgAUTBIRIBEATY
(drug substance) 98 &.m.lo ffujuNMINERvINENTuTe@1593U (finished product)
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